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such stories do not present a legiti-
mate medical explanation. Con-
sequently, you must not declare a test 
as negative based on an explanation of 
this kind. 

(e) You must not verify a test nega-
tive based on information that a physi-
cian recommended that the employee 
use a drug listed in Schedule I of the 
Controlled Substances Act. (e.g., under 
a state law that purports to authorize 
such recommendations, such as the 
‘‘medical marijuana’’ laws that some 
states have adopted). 

(f) You must not accept an assertion 
of consumption or other use of a hemp 
or other non-prescription marijuana- 
related product as a basis for verifying 
a marijuana test negative. You also 
must not accept such an explanation 
related to consumption of coca teas as 
a basis for verifying a cocaine test re-
sult as negative. Consuming or using 
such a product is not a legitimate med-
ical explanation. 

(g) You must not accept an assertion 
that there is a legitimate medical ex-
planation for the presence of PCP, 6– 
AM, MDMA, MDA, or MDEA in a speci-
men. 

(h) You must not accept, as a legiti-
mate medical explanation for an adul-
terated specimen, an assertion that 
soap, bleach, or glutaraldehyde entered 
a specimen through physiological 
means. There are no physiological 
means through which these substances 
can enter a specimen. 

(i) You must not accept, as a legiti-
mate medical explanation for a sub-
stituted specimen, an assertion that an 
employee can produce urine with no de-
tectable creatinine. There are no phys-
iological means through which a per-
son can produce a urine specimen hav-
ing this characteristic. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 75 FR 49863, Aug. 16, 
2010] 

§ 40.153 How does the MRO notify em-
ployees of their right to a test of the 
split specimen? 

(a) As the MRO, when you have 
verified a drug test as positive for a 
drug or drug metabolite, or as a refusal 
to test because of adulteration or sub-
stitution, you must notify the em-
ployee of his or her right to have the 

split specimen tested. You must also 
notify the employee of the procedures 
for requesting a test of the split speci-
men. 

(b) You must inform the employee 
that he or she has 72 hours from the 
time you provide this notification to 
him or her to request a test of the split 
specimen. 

(c) You must tell the employee how 
to contact you to make this request. 
You must provide telephone numbers 
or other information that will allow 
the employee to make this request. As 
the MRO, you must have the ability to 
receive the employee’s calls at all 
times during the 72 hour period (e.g., by 
use of an answering machine with a 
‘‘time stamp’’ feature when there is no 
one in your office to answer the phone). 

(d) You must tell the employee that 
if he or she makes this request within 
72 hours, the employer must ensure 
that the test takes place, and that the 
employee is not required to pay for the 
test from his or her own funds before 
the test takes place. You must also tell 
the employee that the employer may 
seek reimbursement for the cost of the 
test (see § 40.173). 

(e) You must tell the employee that 
additional tests of the specimen e.g., 
DNA tests) are not authorized. 

§ 40.155 What does the MRO do when a 
negative or positive test result is 
also dilute? 

(a) When the laboratory reports that 
a specimen is dilute, you must, as the 
MRO, report to the DER that the speci-
men, in addition to being negative or 
positive, is dilute. 

(b) You must check the ‘‘dilute’’ box 
(Step 6) on Copy 2 of the CCF. 

(c) When you report a dilute speci-
men to the DER, you must explain to 
the DER the employer’s obligations 
and choices under § 40.197, to include 
the requirement for an immediate 
recollection under direct observation if 
the creatinine concentration of a nega-
tive-dilute specimen was greater than 
or equal to 2mg/dL but less than or 
equal to 5mg/dL. 

(d) If the employee’s recollection 
under direct observation, in paragraph 
(c) of this section, results in another 
negative-dilute, as the MRO, you must: 
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(1) Review the CCF to ensure that 
there is documentation that the recol-
lection was directly observed. 

(2) If the CCF documentation shows 
that the recollection was directly ob-
served as required, report this result to 
the DER as a negative-dilute result. 

(3) If CCF documentation indicates 
that the recollection was not directly 
observed as required, do not report a 
result but again explain to the DER 
that there must be an immediate recol-
lection under direct observation. 

[65 FR 79526, Dec. 19, 2000, as amended at 66 
FR 41952, Aug. 9, 2001; 68 FR 31626, May 28, 
2003; 69 FR 64867, Nov. 9, 2004; 73 FR 35971, 
June 25, 2008] 

§ 40.157 [Reserved] 

§ 40.159 What does the MRO do when a 
drug test result is invalid? 

(a) As the MRO, when the laboratory 
reports that the test result is an in-
valid result, you must do the following: 

(1) Discuss the laboratory results 
with a certifying scientist to determine 
if the primary specimen should be test-
ed at another HHS certified laboratory. 
If the laboratory did not contact you 
as required by §§ 40.91(e) and 40.96(c), 
you must contact the laboratory. 

(2) If you and the laboratory have de-
termined that no further testing is nec-
essary, contact the employee and in-
form the employee that the specimen 
was invalid. In contacting the em-
ployee, use the procedures set forth in 
§ 40.131. 

(3) After explaining the limits of dis-
closure (see §§ 40.135(d) and 40.327), you 
must determine if the employee has a 
medical explanation for the invalid re-
sult. You must inquire about the medi-
cations the employee may have taken. 

(4) If the employee gives an expla-
nation that is acceptable, you must: 

(i) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 of 
the CCF and enter ‘‘Invalid Result’’ 
and ‘‘direct observation collection not 
required’’ on the ‘‘Remarks’’ line. 

(ii) Report to the DER that the test 
is cancelled, the reason for cancella-
tion, and that no further action is re-
quired unless a negative test result is 
required (i.e., pre-employment, return- 
to-duty, or follow-up tests). 

(iii) If a negative test result is re-
quired and the medical explanation 
concerns a situation in which the em-
ployee has a permanent or long-term 
medical condition that precludes him 
or her from providing a valid specimen, 
as the MRO, you must follow the proce-
dures outlined at § 40.160 for deter-
mining if there is clinical evidence 
that the individual is an illicit drug 
user. 

(5) If the employee is unable to pro-
vide an explanation and/or a valid pre-
scription for a medication that inter-
fered with the immunoassay test but 
denies having adulterated the speci-
men, you must: 

(i) Place a check mark in the ‘‘Test 
Cancelled’’ box (Step 6) on Copy 2 of 
the CCF and enter ‘‘Invalid Result’’ 
and ‘‘direct observation collection re-
quired’’ on the ‘‘Remarks’’ line. 

(ii) Report to the DER that the test 
is cancelled, the reason for cancella-
tion, and that a second collection must 
take place immediately under direct 
observation. 

(iii) Instruct the employer to ensure 
that the employee has the minimum 
possible advance notice that he or she 
must go to the collection site. 

(6) When the test result is invalid be-
cause pH is greater than or equal to 9.0 
but less than or equal to 9.5 and the 
employee has no other medical expla-
nation for the pH, you should consider 
whether there is evidence of elapsed 
time and increased temperature that 
could account for the pH value. 

(i) You are authorized to consider the 
temperature conditions that were like-
ly to have existed between the time of 
collection and transportation of the 
specimen to the laboratory, and the 
length of time between the specimen 
collection and arrival at the labora-
tory. 

(ii) You may talk with the collection 
site and laboratory to discuss time and 
temperature issues, including any per-
tinent information regarding specimen 
storage. 

(iii) If you determine that time and 
temperature account for the pH value, 
you must cancel the test and take no 
further action, as provided at para-
graph (a)(4) of this section. 

(iv) If you determine that time and 
temperature fail to account for the pH 
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